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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
03/26/07 has been entered. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

Claims 1, 7, 12-17, 19-24 and 27-30 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Ebert et al. GB 2151201 A, in view of Monte US 5,578,336 and 
Brox US 4,780,316. 

Ebert teaches a chewable soft gelatin capsule comprising confectionary fill 
material (abstract; and page 2, lines 40-47). The filled capsule is dried over a length of 
time until the desired chewing characteristics are attained (abstract; page 2, last 
paragraph; and examples). The capsule shell comprises gelatin, and plasticizer such 
as glycerin or sorbitol (page 1, last paragraph through page 2, paragraphs 1-5). The 
shell further comprises flavoring agent, and taste modifier (page 2, lines 33-35). 

Ebert does not explicitly teach the claimed confectionary fill material. 
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Monte teaches a confectionary composition useful for the delivery of active 
agents, the composition comprising chocolate candy consisting mainly of roasted cacao 
beans, cacao butter, and sugar (abstract; column 5, lines 66 through column 6, lines 1- 
9; and example 29). Monte further teaches active agents include vitamins, enzymes, 
phytochemicals, and alimentary vegetable compositions are incorporated in the 
confection core (column 5, lines 30-35; and example 29). Thus, it would have been 
obvious to one of ordinary skill in the art to modify the chewable soft capsule of Ebert to 
include the confectionary composition of Monte to obtain the claimed invention, because 
Monte teaches using chewable confectionary composition as a carrier for drugs, 
because Monte teaches chewable confectionary such as chocolate candy is known in 
pharmaceutical art, and because Ebert teaches the use of confectionary composition as 
a fill material suitable for the delivery of active agents. 

It is noted that Ebert does not expressly teach the claimed drying temperature. 
However, absent of evidence to the contrary, the burden is shifted to applicant to show 
that Ebert does not teach dry the capsule under the claimed temperature. This is 
because Ebert teaches drying the soft gelatin capsule to obtain characteristics. It is 
noted that Ebert teaches an improved chewable soft gelatin capsule having the 
properties desired by the applicant, e.g., normal chewing consistency over an extended 
period of time (page 1, lines 35-37), and avoidance of unpleasant taste (page 1, 2 nd 
paragraph). However, to be more specific, Brox is cited for the teaching of storing 
(aging) soft gelatin capsule under temperature of 20°C, 30°C, and 40°C for one month 
to obtain a chewable capsule having suitable hardness (abstract; and column 5, lines 
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15-20). Therefore, it would have been obvious to one of ordinary skill in the art to age 
the soft capsule of Ebert at 30°C and 40°C in view of the teaching of Brox, because 
Brox teaches that it is well known to store soft gelatin capsule under such temperature 
to achieve suitable capsule shell hardness, and because Ebert teaches the desirability 
to obtain soft gelatin capsule having improved characteristics. 

Claims 1,4-7, 11, 12, 15-17 and 19-30 are rejected under 35 U.S. C. 103(a) as 
being unpatentable over Ebert et al. GB 2151201 A, in view of Cavanak US 5,639,724 
and Brox US 4,780,316. 

Ebert and Brox are relied upon for the reason stated above. Ebert does not 
explicitly teach the claimed filling material. 

Cavanak teaches a confectionary composition comprising vegetable fats, and a 
drug such as cyclosporin (abstract; column 13, lines 7-26; and example 5). Vegetable 
fats include cacao fat, cacao butter, conventional chocolate bases, couverture 
chocolate, and mixtures thereof (ID). Example 5 discloses the claimed percent amounts 
of chocolate in the composition. Thus, it would have been obvious to one of ordinary 
skill in the art to modify the capsule of Ebert to include the chocolate-cyclosporin candy 
in view of the teaching of Cavanak, because Cavanak teaches incorporating drug into 
chocolate base is known in pharmaceutical art, because Cavanak teaches a chocolate 
candy comprising cyclosporin to achieve acceptable taste (column 3, lines 41-45), and 
because Ebert teaches the use of confectionary as a fill material suitable for the delivery 
of a wide variety of drugs. 
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Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ebert et 
al. GB 21 51201 A, in view of Monte US 5,578,336 or Cavanak US 5,639,724, and 
Nishizawa et al. US 4,463,024. 

Ebert in view of Monte or Cavanak are relied upon for the reasons stated above. 
Monte and Cavanak do not teach bitter chocolate. 

Nishizawa teaches a flavoring composition comprising chocolate including bitter 
chocolate (example 18). Thus, it would have been obvious to one of ordinary skill in the 
art to include bitter chocolate to the chocolate composition of Monte or Cavanak to 
obtain the in view of the teaching of Nishizawa, because Nishizawa- teaches using bitter 
chocolate from cacao bean to obtain a superior flavoring composition, because Monte 
and Cavanak teaches the use of chocolate including cacao bean. 

Claims 1,4-7, 11, 12, 15-17, 19, 20, 22 and 24-30 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Lech US 6,027,746, in view of Cavanak US 
5,639,724. 

Lech teaches a chewable soft gelatin capsule comprising a solid or liquid fill 
material (abstract; and column 2, lines 48-50). The fill material comprises flavors, 
sweeteners, and other food-grade excipient including oils and fats fillers (column 3, lines 
1-4; and column 4, lines 66 through column 5, lines 1-17). Lech further teaches the 
filled capsule is stored at temperature 30°C, 40°C and 50°C for an extended period of 
time (aging) (column 7, lines 28-30). 

Lech does not expressly teach the claimed fill material. 
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Cavanak teaches a confectionary composition comprising vegetable fats, and a 
drug such as cyclosporin (abstract; column 13, lines 7-26; and example 5). Vegetable 
fats include cacao fat, cacao butter, conventional chocolate bases, couverture 
chocolate, and mixtures thereof (ID). Example 5 discloses the claimed percent amounts 
of chocolate in the composition. Thus, it would have been obvious to one of ordinary 
skill in the art to modify the capsule of Lech to include the chocolatercyclosporin candy 
in view of the teaching of Cavanak, because Cavanak teaches it is well known in 
pharmaceutical art to use vegetable fat including chocolate base as a fill material for 
oral dosage form, (column 3, lines 41-45), and because Lech teaches the desirability to 
use fill materials comprise flavors, sweeteners, and fats to obtain a suitable oral dosage 
form. 

Claims 8, 12-16 and 31-34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lech US 6,027,746, in view of Cavanak US 5,639,724 and Katsuragi 
et al. US 5,756,543. 

Lech and Cavanak are relied upon for the reason stated above. Lech does not 
teach fats include lard, coconut oil, or polyethylene glycol. 

Katsuragi teaches a bitterness-relieving agent comprising fats including 
vegetable and animal fats such as coconut oil, lard, and the like, and combination there 
of (abstract; and column 4, lines 12-30). Thus, it would have been obvious to one of 
ordinary skill in the art to modify the capsule fill of Lech to include coconut oil, lard, and 
polyethylene glycol as a fat in view of the teaching of Katsuragi, because Katsuragi 
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teaches the use of these fats in a composition to mask the taste of bitter drugs, and 
because Lech teaches the desirability to use fat as a fill material to obtain a suitable 
chewable capsule in which the bitter taste of drug has been masked. 

Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Lech in view of Mehta US 5,084,278. 

Lech is relied upon for the reason stated above. Lech does not explicitly teach 
the flavoring agent such as chocolate flavor. 

Mehta teaches a chewable taste mask capsule comprising a fill composition 
containing sweetening agent, and flavoring agent includes chocolate flavor (column 9, 
lines 46 through column 10, lines 1-15). Thus, it would have been obvious for one of 
ordinary skill in the art to include chocolate flavor in the fill material of Lech, because 
Mehta teaches the use chocolate flavor in chewable dosage form is preferable, and 
because Lech teaches the desirability to include a wide variety of flavors useful to 
obtain a chewable dosage form. 

Response to Arguments 

Applicant's arguments filed 03/26/07 have been fully considered but they are not 
persuasive. 

Applicant argues that Damour does not teach a chewable soft capsule. 
However, the preamble of the claims does not require a chewable soft capsule. The 
limitation that the soft capsule is chewable is a future. Applicant further indicates that 
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one might hope a rectal capsule is soft, but a rectal capsule is not inherently chewable. 
However, nowhere in the reference suggest that a suppository capsule is not chewable. 
Nonetheless, in view of applicant's amendment, the 102(b) rejection over Damour has 
been withdrawn. 

Applicant argues that it may be obvious in light of Nitardy and Ebert to dry the 
capsule, but mere use of the term "drying" is not equivalent to maintaining the 
temperature between 30-40°C for five hours or more. 

However, in response to applicant's argument, it is noted that nowhere in the 
cited references suggest that the capsule cannot be dried or stored under such 
temperature for more than 5 hours. However, in view of applicant's amendment, Brox is 
cited for the teaching of storing the soft gelatin capsule under the claimed temperature 
for at least one month. 

In response to applicant's argument regarding the citing of Mehta, it is noted that 
the test for obviousness is not whether the features of a secondary reference may be 
bodily incorporated into the structure of the primary reference; nor is it that the claimed 
invention must be expressly suggested in any one or all of the references. Rather, the 
test is what the combined teachings of the references would have suggested to those of 
ordinary skill in the art. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981). 
Mehta is cited solely for the teaching of chocolate flavoring. The use flavoring is known 
in pharmaceutical art. Further, Lech teaches the use of a wide variety of flavoring agent 
in chewable dosage form. 
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Correspondence 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on M-F 6:00 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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